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REMARKS 

Claims 16-25 were previously cancelled. Claim 1-15 are therefore currently 

With entryof the current amendment, claims 1 and 15 have been amended. 

The amendments to the claims add no new matter. , , ^ , 

Claimlhasbeen amended to recitedetecting the formationofaspecftchyhn of 

.he ampliftcate and probe. Support tor the amendment can be found. ... on page 13. ftrst fUll 

paragraph, and the last line of page 50 bridging to page 51. 

ClaimlJhasbeenamendedtorectethathybridizationoftheprobetothe 

ampUftca.es isdetectedbymeansofmassspectroscopy.Supportfor the amendment canbe 

A .a nry t^ase 35 at the second and third full paragraphs. 

" ;:clnience,ther.ectio„s.,«beaddressedmtheorderprese.^^ 

Office Action mailed December 15, 2003. 



appUes to the amended claim, Applicant respectfully traverse. 

Definitenessofclaimlanguageisnotanalyzedmavacuum.buttakes,nto 

..count the contentoftheappUcatton, the teachingsofthe prior art, and the tnterpretatton^^^^^ 

rprh::;^::^:^- -nee— ^ 

lamphftcateisdetectedbymassspectroscopy. Methodsofdetec ng y 
rr!:on,ngastowhythedetectionstepwou,dnotbeu„derstoodbythes.lledari,san. 
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Applicant submits that the da.m language tn claim 1 5 ts Mly compliant with the 
.andardfordetenniningdefmiteness. Withdrawal of the rejection is therefore requested. 



Claim interpretation 



eiuiiuri 

The examiner interprets "non-specific primer" or "non-specific probe as pnmers 
an, probes that arc usedto amplify and detect several differenttargets simultaneously. The 
speotfication defines "notspecific" in relation toaparticularnucleicacidse^uence at page«^ 
Unes,3-16("Ase<,ue„ce ispreferablynot specific forascuence when ,t could ybn.zw,th 
Lrnucle cacidsunderthcconditionsthatareusedtocarryotttthetest"). «a non 

ecificpnmer"or"probe"canbeusedinasimultaneousamp,.ficationreact.o„,m^^^^ 
ivention,thecomb,nationofprtmersandprobeforanygivetargetnucletcactdre.a,ns.s 

specficit; even m a simultaneous ampUfication reaction. TMs is explained tn the specficatton, 
e.s.. on page 47. startmg at the last paragraph through the firs, 8 Unes of page 49. 

"^■"'"""";;:r."lTi'^^^ 

..,,U.S.PatentN0.5.4;3,55("BirKemneyer").TheExaminerdescnbesBirlce™e>^ 
teachingpnmerpairs5,6.8.and9tbatresu,tinanampUficationproductoflessthan 00 
:LLsinwichtherearenonuc,eo.idesbetwee„primerse,ue„cesthatdono,bel^^^ 
::!;xbetweentheamplifieaproductandtheprobe(SEQmNO:S,Shethereforearguesthat 

the claims are anticipated. Applicants respectively traverse. 

Thecurrentinventionrelatestoaspecificandsensittvemethodofdetecttnga 

targetnucleicaeidse,uence.Themethodrelatestodetectingthese<,uc„cebygen.^^^^^^^^^^ 
ampl,ficatesandusinsaprobe,hathybridizestoessentia,lyallofthese,uencebetween.he 
riLrbind,„ssi.esonthetarsetnucleicacid.B,r.enmeyerdoesno.a,sc,oseth,s— 

AS the Examiner knows, m order tor a reference to be ant.cpatory. each element 
of the claims must be taught in the reference. As further explained below, the primer patrs 
Ilrt betaughtbyBtrkenmeye. OdonotresuhinanampUfiedproductordo^^^ 
;d:of.00„ucleo..desorless.,2)resu,.inanamphfiedproductinwh.chthereareadd,t,ona, 
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PATENT 



rvcpi^i"^ 

ae.ec.ionof.he.arge.nuc.eio acid. Accordi„g.y,B,rke,™eyer does not a„t.,pa.^ 



invention. 



invention 



A.page4..heExa™inerpoin.s.opnmerpairs5.6.8.and9inBiAe„ymeras 

. f,7 M 50and44bp However,Birkenmeyerteaches.ha.pnmer 

^"TdZr:::^^^^^ 

pa,rs6and8(andpnn^e p ^ Further, amplifica.ion using pnmet 

::p-::e::l..Xhes.epsse..r.hin.hecurren.c,ai™s*ere.^^ 

"*"\,.hough.heBxan.inerd.d„o.spec.f.oa«yci.epr,n.erp.r7,AppHcan..^ 

i r,.c . nroduct less than 100 nucleotide, the probe taught by 

B,rkenmeyer (SEQ ID N0.8) 

.p.ononO„uc.eo..des..hpo...<.« 

,ha.liesbe.ween.hepr™erbmd,ngs,.eofSEQID .,e probe does no. mee. 

,„ the probe, i.e. .he regions corresponding .0 posU.ons 937-950. Thus, P 
the elemen.s specified in s.ep (c) of claim 1. 
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specfc. Si,nilar,y,.ane9(reac,io„perfon„ed with prim.pair9)showsaseco„>i product 
'"""'"ot:lC.>wasac.an.a„a,.ed..pee,ne..^ 

^^^^ 

eda.ove,B— ,raUs.o.ac.aUonHee,e.^ 
. • f thk deficiency the reference also fails to anticipate claims 2, 3, 5, 6, 7, lU, 

withdrawal of the rejection. 

^^^^^^^ 

§ 2142. The Examiner's arguments fail to meet these cntena. 
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Birkenmeyer does not teach or suggest all of the elements of claim 1, as explained 
above. Although Livak teaches a dual-labeled probe, there is no teaching or suggestion that 
provides the elements missing in the disclosure of Birkemneyer. Accordingly, even if the 
references could credibly be combined, the combination does not result in the claimed invention. 
Accordingly, the invention is patentable over the cited art. 

Claim 9 was rejected as allegedly unpatentable over Birkenmeyer in view of 
Wittwer, U.S. Patent No. 6,245,5 14 ("Wittwer"). Wittwer is described as teaching detection of 
PGR products by resonance energy transfer between one labeled primer and one labeled probe 
that hybridizes between the PGR primers. The Examiner contends that it would have been 
obvious to use the donor-acceptor energy transfer between a primer and a probe using the 
detection method of Birkenmeyer to provide a superior monitor of product accumulation for 
quantification. Again, Birkemneyer does not teach or suggest all of the elements of claim 1. 
Wittwer provides no further teaching to cure this deficiency. Thus, claim 9 is patentable over the 
combination of the references. 

The rejection of claim 15 as allegedly obvious over Birkenmeyer and Koester also 
fails for the same reason: the combination of the cited art does not teach or suggest each element 
of the claimed invention. Accordingly, claim 15 is unobvious. 

Glaims 4 and 1 1-13 were also rejected as allegedly unpatentable over 
Birkemneyer in view of Greisen et al, in J. Clin. Microbiol. 32: 335-351, 1994 ("Greisen"). The 
Examiner cites Greisen as teaching non-specific primers and non-specific probes that ampHfy 
and bind to multiple RNA species. Greisen does not provide the elements missing in the 
disclosure of Birkenmeyer. As with the other obviousness rejections, even if the references 
could credibly be combined, the combination of the cited art fails to provide all of the elements 
of the invention. Accordingly, the claims are unobvious. 

In view of the foregoing. Applicant respectfully requests withdrawal of the 
rejections under 35 U.S.C. § 103. 
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Obviousness type double patenting 

Claims 1, 4, 5, 8, and 1 1-14 were provisionally rejected for obviousness type 
double patenting over claims 1 and 3-9 of co-pending Application No. 09/530,747. Claims 1-5 
were provisionally rejected for obviousness type double patenting as unpatentable over claims 1- 
15 of Application No. 09/530,929. According to MPEP § 822.01, "[i]f the "provisional" double 
patenting rejection in one application is the only rejection remaining in that application, the 
examiner should then withdraw that rejection and permit the apphcation to issue as a patent. . ." 
The cited applications are not currently allowed. Accordingly, if these rejections become the 
only outstanding rejections, the present claims should be allowed. However, if one or both of 
the above-listed appUcations is allowed in the interim, Apphcant will gladly consider providmg a 
terminal disclaimer as necessary. 

rONCLUSION 

hi view of the foregoing, AppUcants believe all claims now pending in this 
Application are in condition for allowance. The issuance of a formal Notice of Allowance at an 
early date is respectfully requested. 

If the Examiner beUeves a telephone conference would expedite prosecution of 
this application, please telephone the undersigned at 415-576-0200. 




TOWNSEND and TOWNSEND and CREW LLP 

Two Embarcadero Center, Eighth Floor 

San Francisco, CaUfomia 94111-3834 

Tel: 415-576-0200 

Fax: 415-576-0300 

JML:jml 
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